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coverage, other law provides the in-
surer with the right to contest a claim 
under the policy or the policy itself. 

(6) Documentation. A covered entity 
must document and retain any signed 
authorization under this section as re-
quired by § 164.530(j). 

(c) Implementation specifications: Core 
elements and requirements—(1) Core ele-
ments. A valid authorization under this 
section must contain at least the fol-
lowing elements: 

(i) A description of the information 
to be used or disclosed that identifies 
the information in a specific and mean-
ingful fashion. 

(ii) The name or other specific identi-
fication of the person(s), or class of 
persons, authorized to make the re-
quested use or disclosure. 

(iii) The name or other specific iden-
tification of the person(s), or class of 
persons, to whom the covered entity 
may make the requested use or disclo-
sure. 

(iv) A description of each purpose of 
the requested use or disclosure. The 
statement ‘‘at the request of the indi-
vidual’’ is a sufficient description of the 
purpose when an individual initiates 
the authorization and does not, or 
elects not to, provide a statement of 
the purpose. 

(v) An expiration date or an expira-
tion event that relates to the indi-
vidual or the purpose of the use or dis-
closure. The statement ‘‘end of the re-
search study,’’ ‘‘none,’’ or similar lan-
guage is sufficient if the authorization 
is for a use or disclosure of protected 
health information for research, in-
cluding for the creation and mainte-
nance of a research database or re-
search repository. 

(vi) Signature of the individual and 
date. If the authorization is signed by a 
personal representative of the indi-
vidual, a description of such represent-
ative’s authority to act for the indi-
vidual must also be provided. 

(2) Required statements. In addition to 
the core elements, the authorization 
must contain statements adequate to 
place the individual on notice of all of 
the following: 

(i) The individual’s right to revoke 
the authorization in writing, and ei-
ther: 

(A) The exceptions to the right to re-
voke and a description of how the indi-
vidual may revoke the authorization; 
or 

(B) To the extent that the informa-
tion in paragraph (c)(2)(i)(A) of this 
section is included in the notice re-
quired by § 164.520, a reference to the 
covered entity’s notice. 

(ii) The ability or inability to condi-
tion treatment, payment, enrollment 
or eligibility for benefits on the au-
thorization, by stating either: 

(A) The covered entity may not con-
dition treatment, payment, enrollment 
or eligibility for benefits on whether 
the individual signs the authorization 
when the prohibition on conditioning 
of authorizations in paragraph (b)(4) of 
this section applies; or 

(B) The consequences to the indi-
vidual of a refusal to sign the author-
ization when, in accordance with para-
graph (b)(4) of this section, the covered 
entity can condition treatment, enroll-
ment in the health plan, or eligibility 
for benefits on failure to obtain such 
authorization. 

(iii) The potential for information 
disclosed pursuant to the authorization 
to be subject to redisclosure by the re-
cipient and no longer be protected by 
this subpart. 

(3) Plain language requirement. The 
authorization must be written in plain 
language. 

(4) Copy to the individual. If a covered 
entity seeks an authorization from an 
individual for a use or disclosure of 
protected health information, the cov-
ered entity must provide the individual 
with a copy of the signed authoriza-
tion. 

[67 FR 53268, Aug. 14, 2002] 

§ 164.510 Uses and disclosures requir-
ing an opportunity for the indi-
vidual to agree or to object. 

A covered entity may use or disclose 
protected health information, provided 
that the individual is informed in ad-
vance of the use or disclosure and has 
the opportunity to agree to or prohibit 
or restrict the use or disclosure, in ac-
cordance with the applicable require-
ments of this section. The covered enti-
ty may orally inform the individual of 
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and obtain the individual’s oral agree-
ment or objection to a use or disclosure 
permitted by this section. 

(a) Standard: use and disclosure for fa-
cility directories. (1) Permitted uses and 
disclosure. Except when an objection is 
expressed in accordance with para-
graphs (a)(2) or (3) of this section, a 
covered health care provider may: 

(i) Use the following protected health 
information to maintain a directory of 
individuals in its facility: 

(A) The individual’s name; 
(B) The individual’s location in the 

covered health care provider’s facility; 
(C) The individual’s condition de-

scribed in general terms that does not 
communicate specific medical informa-
tion about the individual; and 

(D) The individual’s religious affili-
ation; and 

(ii) Disclose for directory purposes 
such information: 

(A) To members of the clergy; or 
(B) Except for religious affiliation, to 

other persons who ask for the indi-
vidual by name. 

(2) Opportunity to object. A covered 
health care provider must inform an 
individual of the protected health in-
formation that it may include in a di-
rectory and the persons to whom it 
may disclose such information (includ-
ing disclosures to clergy of information 
regarding religious affiliation) and pro-
vide the individual with the oppor-
tunity to restrict or prohibit some or 
all of the uses or disclosures permitted 
by paragraph (a)(1) of this section. 

(3) Emergency circumstances. (i) If the 
opportunity to object to uses or disclo-
sures required by paragraph (a)(2) of 
this section cannot practicably be pro-
vided because of the individual’s inca-
pacity or an emergency treatment cir-
cumstance, a covered health care pro-
vider may use or disclose some or all of 
the protected health information per-
mitted by paragraph (a)(1) of this sec-
tion for the facility’s directory, if such 
disclosure is: 

(A) Consistent with a prior expressed 
preference of the individual, if any, 
that is known to the covered health 
care provider; and 

(B) In the individual’s best interest 
as determined by the covered health 
care provider, in the exercise of profes-
sional judgment. 

(ii) The covered health care provider 
must inform the individual and provide 
an opportunity to object to uses or dis-
closures for directory purposes as re-
quired by paragraph (a)(2) of this sec-
tion when it becomes practicable to do 
so. 

(b) Standard: uses and disclosures for 
involvement in the individual’s care and 
notification purposes. (1) Permitted uses 
and disclosures. (i) A covered entity 
may, in accordance with paragraphs 
(b)(2) or (3) of this section, disclose to 
a family member, other relative, or a 
close personal friend of the individual, 
or any other person identified by the 
individual, the protected health infor-
mation directly relevant to such per-
son’s involvement with the individual’s 
care or payment related to the individ-
ual’s health care. 

(ii) A covered entity may use or dis-
close protected health information to 
notify, or assist in the notification of 
(including identifying or locating), a 
family member, a personal representa-
tive of the individual, or another per-
son responsible for the care of the indi-
vidual of the individual’s location, gen-
eral condition, or death. Any such use 
or disclosure of protected health infor-
mation for such notification purposes 
must be in accordance with paragraphs 
(b)(2), (3), or (4) of this section, as ap-
plicable. 

(2) Uses and disclosures with the indi-
vidual present. If the individual is 
present for, or otherwise available 
prior to, a use or disclosure permitted 
by paragraph (b)(1) of this section and 
has the capacity to make health care 
decisions, the covered entity may use 
or disclose the protected health infor-
mation if it: 

(i) Obtains the individual’s agree-
ment; 

(ii) Provides the individual with the 
opportunity to object to the disclosure, 
and the individual does not express an 
objection; or 

(iii) Reasonably infers from the cir-
cumstances, based the exercise of pro-
fessional judgment, that the individual 
does not object to the disclosure. 

(3) Limited uses and disclosures when 
the individual is not present. If the indi-
vidual is not present, or the oppor-
tunity to agree or object to the use or 
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disclosure cannot practicably be pro-
vided because of the individual’s inca-
pacity or an emergency circumstance, 
the covered entity may, in the exercise 
of professional judgment, determine 
whether the disclosure is in the best in-
terests of the individual and, if so, dis-
close only the protected health infor-
mation that is directly relevant to the 
person’s involvement with the individ-
ual’s health care. A covered entity may 
use professional judgment and its expe-
rience with common practice to make 
reasonable inferences of the individ-
ual’s best interest in allowing a person 
to act on behalf of the individual to 
pick up filled prescriptions, medical 
supplies, X-rays, or other similar forms 
of protected health information. 

(4) Use and disclosures for disaster relief 
purposes. A covered entity may use or 
disclose protected health information 
to a public or private entity authorized 
by law or by its charter to assist in dis-
aster relief efforts, for the purpose of 
coordinating with such entities the 
uses or disclosures permitted by para-
graph (b)(1)(ii) of this section. The re-
quirements in paragraphs (b)(2) and (3) 
of this section apply to such uses and 
disclosure to the extent that the cov-
ered entity, in the exercise of profes-
sional judgment, determines that the 
requirements do not interfere with the 
ability to respond to the emergency 
circumstances. 

[65 FR 82802, Dec. 28, 2000, as amended at 67 
FR 53270, Aug. 14, 2002] 

§ 164.512 Uses and disclosures for 
which an authorization or oppor-
tunity to agree or object is not re-
quired. 

A covered entity may use or disclose 
protected health information without 
the written authorization of the indi-
vidual, as described in § 164.508, or the 
opportunity for the individual to agree 
or object as described in § 164.510, in the 
situations covered by this section, sub-
ject to the applicable requirements of 
this section. When the covered entity 
is required by this section to inform 
the individual of, or when the indi-
vidual may agree to, a use or disclosure 
permitted by this section, the covered 
entity’s information and the individ-
ual’s agreement may be given orally. 

(a) Standard: Uses and disclosures re-
quired by law. (1) A covered entity may 
use or disclose protected health infor-
mation to the extent that such use or 
disclosure is required by law and the 
use or disclosure complies with and is 
limited to the relevant requirements of 
such law. 

(2) A covered entity must meet the 
requirements described in paragraph 
(c), (e), or (f) of this section for uses or 
disclosures required by law. 

(b) Standard: uses and disclosures for 
public health activities. (1) Permitted dis-
closures. A covered entity may disclose 
protected health information for the 
public health activities and purposes 
described in this paragraph to: 

(i) A public health authority that is 
authorized by law to collect or receive 
such information for the purpose of 
preventing or controlling disease, in-
jury, or disability, including, but not 
limited to, the reporting of disease, in-
jury, vital events such as birth or 
death, and the conduct of public health 
surveillance, public health investiga-
tions, and public health interventions; 
or, at the direction of a public health 
authority, to an official of a foreign 
government agency that is acting in 
collaboration with a public health au-
thority; 

(ii) A public health authority or 
other appropriate government author-
ity authorized by law to receive reports 
of child abuse or neglect; 

(iii) A person subject to the jurisdic-
tion of the Food and Drug Administra-
tion (FDA) with respect to an FDA-reg-
ulated product or activity for which 
that person has responsibility, for the 
purpose of activities related to the 
quality, safety or effectiveness of such 
FDA-regulated product or activity. 
Such purposes include: 

(A) To collect or report adverse 
events (or similar activities with re-
spect to food or dietary supplements), 
product defects or problems (including 
problems with the use or labeling of a 
product), or biological product devi-
ations; 

(B) To track FDA-regulated products; 
(C) To enable product recalls, repairs, 

or replacement, or lookback (including 
locating and notifying individuals who 
have received products that have been 
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